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s The HIV Epidemic in Black MSM and the Southern
US: Prevalence
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At the end of 2018, an estimated 1.2 MILLION AMERICANS had HIV. #
Of those, 235,100 were Black/African American gay and bisexual men.
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Figure 2: Diagnosed HIV prevalence by US county, 2018
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IV Epidemic in Black MSM and the Southern
US: Diagnoses and Incidence

Of the 37,968 NEW HIV DIAGNOSES in the 8 Of the 37,968 NEW HIV DIAGNOSES in the US and dependent
US and dependent areas in 2018, 51% were in areas™ in 2018, 26% were among Black/African American' gay

the South.

and bisexual men. **
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CDC, Estimated HIV Incidence and Prevalence in the United

Figure 1: Number of new HIV diagnoses by US county, 2018

States 2014-2018, May 2020.



IV Epidemic in Black MSM and the Southern
US: Diagnhoses

Blacks/African Americans in the South had the highest : ' B
number of HIV diagnoses compared to other regions. -g
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CDC Fact Sheet, HIV in the United States by Region, June 2020
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2 et Integrated Strategy

HEALTH VIRTUAL
EQUITY PEER SUPPORT

INTERSECTIONAL SOCIAL MEDIA
STIGMA REDUCTION INFLUENCERS

Increased Increased
Increased HIV &

PrEP Uptake __HlV' : —H|V+ ART Uptake

& Adherence STl Testing & Adherence

Increase in Black MSM Increase in Black
who are protected MSM who are
from HIV infection (PrEP) virally suppressed
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HPTN 096 Integrated Strategy
(Health equity promotion, social media influencers, intersectional stigma
reduction at healthcare facilities, virtual peer support)

T -

Intervention Arm

(8 communities)
\ Co-Primary

\ | Endpoints
16 Communities in | \ \

Post-Implementation . Prevalence of PrEP
Cross-Sectional use (biological
Assessment samples, cross-

the Southern US Baseline Cross- Process Measures and Metrics of

< 8 matched pairs > 1:1 Community Sectional Assessment Implementation

Estimated Total Black Randomization (N = 1600 Black MSM; (N = 3200 Black MSM; sectional
_ status neutral; 100 men status neutral: 200 men assessment)
MSM Population: per community) ’

: = per community)
137,700 (range: 650 2. Viral Suppression

25,000 per community) / (CDC surveillance
. data)

Standard of Care Arm
(8 communities)

1-year ramp-up (Phase 1) 3-year implementation Assessment  Analysis

Month Month Month Month Month
0 12 24 48 54




Co-Primary Endpoints

1. Prevalence of PrEP use (biological samples, cross-sectional)
2. Viral Suppression (based on CDC surveillance data)
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N ey Study Communities

16 matched communities (~137,700 Black MSM) Baltimore
8 intervention and 8 control MD
Birmingham
AL

Charlotte . DC &
e Columbia MD suburbs

Orlando
Jackson FL
MS

BENES
X ?
Houston (@)
X

Mobile Charleston
AL SC

Jacksonville

FL %

% Back-up Communities
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= Community Engagement

Community Listening Sessions

= Georgia, South Carolina and Texas
Community Strategy Group (CSG)

= Guides community engagement activities
Community Advisory Group (CAG)

= 2 representatives from each study community

Partnership with the Ending the Epidemic
Committees in each study community




Partnerships and Engagement

NIH (sponsor)

CDC

HRSA

Black AIDS Institute

Ending the HIV Epidemic Councils in each potential jurisdiction
e Public health departments, CBOs, clinics, universities

Community Strategy/Advisory Group
* National Black Gay Men’s Advocacy Coalition
* Black Gay Research Group
e Association of Nurses in AIDS Care
* National Black Nurses Association

* Gilead Sciences, Inc and ViiV Healthcare




HPTN 096: PrEP and ART

« Working with partners to have the most effective and safe PrEP options available
 Already in discussion with pharma companies
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The study implementation will take place over the course of three
years, after a one-year ramp-up period.

2021 2026
Ql | Q2| 0Q3| Q4|01 Q2| Q3|Q4|0Q1|0Q2]|03]| Q4 Q4| Q1| Q2|03 |04]| 01 Q1 | Q2

PRE- ENDPOINT
PROTOCOL DEVELOPMENT IMPLEMENTATION 1-YEAR RAMP UP 3-YEAR STUDY IMPLEMENTATION Cirioks

SECTIONAL
ACTIVITES IASSESSMENT

BASELINE

CROSS-
SECTIONAL
ASSESSMENT

|SWG|

review




* This is the right population.

e The time Is now.

« HPTN 096 has a robust study design that can evaluate
the impact of this integrated strategy on the uptake and
use of biomedical interventions.
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